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State of California Department of Consumer Affairs
 

Memorandum 
 
To: Patricia Harris  Date: July 15, 2003 
 Executive Officer   
    
From: Paul Riches   
    
    
Subject: Statutory History for B&P 4343   

 
Business and Professions Code 4343 establishes a prohibition on the use of signage that includes 
words such as “pharmacy,” “drugstore,” “apothecary,” or words of similar import unless the 
premise is a licensed pharmacy. 
 

4343.  No building shall have upon it or displayed within it or affixed to or used in 
connection with it a sign bearing the word or words "Pharmacist," "Pharmacy," 
"Apothecary," "Drugstore," "Druggist," "Drugs," "Medicine," "Medicine Store," "Drug 
Sundries," "Remedies," or any word or words of similar or like import; or the 
characteristic symbols of pharmacy; or the characteristic prescription sign (Rx) or similar 
design, unless there is upon or within the building a pharmacy holding a license issued by 
the board pursuant to Section 4110. 

 
History 
 
The origin of this prohibition is found in a 1905 statute (Chapter 406) that established a general 
regulation of pharmacists.  The following was included in Section 1 of that act: 
 

“Every store or shop where drugs, medicines, or chemicals are dispensed or sold at retail, or 
displayed for sale at retail, or where prescriptions are compounded, which has upon it or in 
it as a sign the words “pharmacist,” “pharmaceutical chemist,” “apothecary,” “druggist,” 
“pharmacy,” “drugstore,” “drugs,” or any of these words, or the characteristic showbottles 
or globes, either colored or filled with colored liquids, shall be deemed a “pharmacy” within 
the meaning of this act.” 
 

This provision essentially brings existing “pharmacies,” by whatever name, under the board’s 
regulatory authority.  This is an inclusive statute designed to assert the board’s jurisdiction over 
existing businesses.   
 
The 1905 statute was amended in 1927 (Chapter 599) to that adds a prohibition on the use of 
“drug” or “drugs” in advertisements or displays in businesses that were not operated by a 
pharmacist. 
 

“Every store or shop where drugs, medicines, or chemicals are dispensed or sold at retail, or 
displayed for sale at retail, or where prescriptions are compounded, which has upon it or in 
it as a sign the words “pharmacist,” “pharmaceutical chemist,” “apothecary,” “druggist,” 
“pharmacy,” “drugstore,” “drugs,” or any of these words, or the characteristic showbottles 
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or globes, either colored or filled with colored liquids, shall be deemed a “pharmacy” within 
the meaning of this act, and no store or shop shall use the word drug or drugs in any 
advertisement, or display unless a licentiate is in charge.” 

 
The 1907 statute was entirely rewritten in 1937 (Chapter 399) in a bill that codified the 
Pharmacy Law in the Business and Professions Code.  The restrictions that were established in 
the 1905 and 1927 statutes were split into sections 4035 and 4037.  This statute did not make 
substantive changes to these provisions.   The 1937 statute also directly defined “pharmacy” for 
the first time and established a registration scheme for pharmacies.  Prior legislation simply 
required that each store providing drugs was subject to the board’s jurisdiction and must be in the 
charge of a pharmacist.   
 

4035.  As used in this chapter, pharmacy means and includes every store or shop where 
drugs, medicines or chemicals are dispensed or sold at retail, or displayed for sale at retail, 
or where prescriptions are compounded, which has upon it or in it as a sign the words 
“pharmacist,” “pharmaceutical chemist,” “apothecary,” “druggist,” “pharmacy,” “drug 
store,” “drugs,” or any of these words.  

 
4037.  No store or shop shall use the words “drug” or “drugs” in any advertisement or 
display unless a registered pharmacist or a licentiate is in charge. 

 
The addition of “licentiate” is not substantive in the context of this history.  The 1937 statute 
draws a distinction between pharmacists licensed prior to its implementation and those licensed 
after.  A “registered pharmacist” described pharmacists licensed under the apprentice system that 
existed prior to 1937 and a “licentiate in pharmacy” generally was a pharmacist licensed based 
on a licensing scheme much like the one that exists now for pharmacists (formal education, 
experience, and board examination). 
 
Sections 4035 and 4037 were amended in 1947 (Chapter 931) to add the words denoting 
pharmacies in Section 4035 as reserved names that may only be used by a pharmacy.  These 
amendments mark a change from an inclusionary statute defining pharmacy to an exclusionary 
statute that reserved use of those names for licensees. 
 

4035.  As used in this chapter, “pharmacy” means and includes every store or shop where 
drugs, medicines or medicinal poisons chemicals are dispensed or sold at retail, or displayed 
for sale at retail, or where prescriptions are compounded, which has upon it or in it as a sign 
the words “pharmacist,” “pharmaceutical chemist,” “apothecary,” “druggist,” “pharmacy,” 
“drug store,” “drugs,” “drug sundries,” “prescriptions,” or any of these words, or any 
combination of these words.  

 
4037.  No store or shop shall use any the words or combination of words enumerated in 
Section 4035 “drug” or “drugs” in any advertisement or display unless a registered 
pharmacist or a licentiate is in charge. 

 
The Pharmacy Law was substantially revised in 1955 (Chapter 550) to make minor changes in 
Section 4035 defining “pharmacy” and moved the prohibition formerly contained in Section 
4037 to Section 4391. 
 

4035.  As used in this chapter, “pharmacy” means and includes every store or shop where 
drugs, medicines or medicinal poisons are dispensed or sold at retail, or displayed for sale at 
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retail, or where prescriptions are compounded, which has upon it or in it, as a sign the words 
“pharmacist,” “pharmaceutical chemist,” “apothecary,” “druggist,” “pharmacy,” “drug 
store,” “drugs,” “drug sundries,” “prescriptions,” or any of these words, or any combination 
thereof. of these words.  

 
4391.  No store or shop shall use any words or combination of words enumerated in Section 
4035 in any advertisement or display unless a registered pharmacist or a licentiate is in 
charge. 
 

In 1965 (Chapter 1822) Section 4035 was entirely rewritten to define “pharmacy” as a place or 
premise licensed by the board as a pharmacy.  The new section also exempted hospitals from 
licensure as pharmacies and defined narcotics.  All reference to reserved words was eliminated in 
this rewrite of Section 4035. 
 
Section 4391 was rewritten by the same bill to eliminate reference to Section 4035 and to 
enumerate and expand words reserved for pharmacies to words of similar import and symbols 
denoting a pharmacy. 
 

4391.  No store or shop shall use any words or combination of words enumerated in Section 
4035 in any advertisement or display unless a registered pharmacist is in charge. 
4391.  No building shall have upon it or displayed within it or affixed to or used in 
connection with it a sign bearing the word or words “Pharmacist,” “Pharmacy,” 
“Apothecary,” “Drugstore,” “Druggist,” “Drugs,” “Medicine,” “Medicine Store,” “Drug 
Sundries,” “Remedies,” or any word or words of similar or like import; or the characteristic 
symbols of pharmacy; or the characteristic prescription sign (�) or similar design, unless 
there is upon or within the building a pharmacy holding a permit issued by the board 
pursuant to Section 4080 of this code. 
 

In 1996, Section 4391 was moved and subject to technical amendments in Assembly Bill 2802 
(Chapter 890, Statutes of 1996).  This legislation was a comprehensive reorganization of the 
Pharmacy Law and moved the provisions of Section 4391 to Section 4343.   
 

4343.  No building shall have upon it or displayed within it or affixed to or used in 
connection with it a sign bearing the word or words "Pharmacist," "Pharmacy," 
"Apothecary," "Drugstore," "Druggist," "Drugs," "Medicine," "Medicine Store," "Drug 
Sundries," "Remedies," or any word or words of similar or like import; or the 
characteristic symbols of pharmacy; or the characteristic prescription sign (Rx) or similar 
design, unless there is upon or within the building a pharmacy holding a license issued by 
the board pursuant to Section 4110 4080 of this code. 
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State of California                                                                                                  Department of Consumer 
Affairs 
 

Memorandum 
 
 
To:  Enforcement Committee                                      Date:    September 3, 
2003      
 
 
From: Patty Harris 
 Executive Officer 
 Board of Pharmacy  
  
Subject: Proposed Citation and Fine for Statute for Wholesale Violations and 

Proposed Regulations Regarding Wholesale Drug Transactions 
 
At the last Enforcement Committee meeting, Supervising Inspector Judi Nurse gave an 
overview regarding bid contract diversion in California.  Pharmacies purchase “bid 
contract” drugs at special prices and then through a common ownership transfer the drugs 
to its wholesale facility to be resold to other wholesalers.  Often times, there is no record 
for these drug transaction.  The drugs are resold several times through many wholesalers 
and many states in largely undocumented transactions that are impossible to trace. This 
“gray market” system has allowed for counterfeiting which is the dilution, mislabeling or 
adulteration of the drug.  The unscrupulous companies can turn one shipment of 
injectable medications into many by watering down the drugs and reproducing the 
packaging.   
 
The issue of bid contract diversion and the proliferation of counterfeit drugs have caused the 
committee to propose regulations to ensure the integrity of California’s drug distribution system. 
The committee discussed the regulation proposal at its last meeting and comments were made 
that the regulation would impede legitimate business transactions and modifications were 
suggested.  It was also stated that the PDMA allows for intra-company sales, which may be 
contrary to the proposal.  While the board had been using Nevada as its model for the regulatory 
framework, it was suggested that the committee might want to review the Florida legislation.  
This new legislation identifies a list of drugs that requires due diligence in authenticating prior 
transactions on pedigrees.    
 
Chair John Jones requested interested parties to submit proposed language to address their 
concerns; however, none were provided.  Therefore, staff prepared a new regulatory proposal to 
address wholesale and pharmacy transactions.  In addition, a legislative proposal was prepared 
for citation and fine authority for wholesale violations. 

 





Board of Pharmacy 
Proposed Additions 

Title 16 - California Code of Regulations 
 
 
1784.  Wholesale Drug Transactions 
 
(a)  A wholesaler shall generate an invoice for each sale, trade or transfer of  a dangerous drug or 
a dangerous device.  The invoice shall include the lot number of the dangerous drug or 
dangerous device.   
(b)  A dangerous drug or dangerous device may only be sold, traded or transferred three times 
before being furnished to the final consumer.  A wholesaler shall implement procedures to 
reasonably ensure that it does not sell, trade, transfer or purchase dangerous drugs or dangerous 
devices that have been sold, traded or transferred in violation of this section. 
(c)  The sale, trade or transfer of a dangerous drug or dangerous device between licensees with 
the same ownership are not subject to subdivision (b).   
(d)  Subdivision (b) shall not apply to expired dangerous drugs or dangerous devices or to 
dangerous drugs and dangerous devices that have been returned after they have been dispensed. 
 
1785.  Pharmacy Drug Transactions 
 
A pharmacy shall may only sell a dangerous drug or dangerous device to a patient pursuant to a 
prescription, to the wholesaler that sold the dangerous drug or dangerous device to the pharmacy, 
or to another licensee with the same ownership. 
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State of California                                                                                                  Department of Consumer 
Affairs 
 

Memorandum 
 
 
To:  Enforcement Committee                                     Date:  September 4, 2003  
   
  
 
 
From: Patty Harris 
 Executive Officer 
 Board of Pharmacy  
  
Subject: MBC/Board of Pharmacy Joint Task Force on Prescriber Dispensing – 

Proposed Statutory Language to Authorize Dispensing by Medical 
Groups 

 
 
As reported at the last Enforcement Committee and board meeting, the Medical Board of 
California and the Board of Pharmacy held a joint task force meeting on the issue of prescriber 
dispensing.  The meeting was held on May 27, 2003, and the task force reached consensus on the 
following:  (1) Under current law, an individual prescriber can own his/her own prescription 
stock and dispense to his or her own patients as specified and such practice should be allowed to 
continue with the goal of strengthening and educating prescribers regarding the recordkeeping 
requirements; (2) Allow a medical group to dispense prescription medications pursuant to a 
special permit issued by the Board of Pharmacy and specified conditions that require one 
physician from the medical group to be responsible and accountable for the security of the 
prescription medications, recordkeeping requirements, and a consultant pharmacist reviews the 
dispensing process; (3)  Establish the authority for a pharmacy to place an automated dispensing 
device in a prescriber’s office; and (4)  Provide for joint oversight by the appropriate licensing 
agencies.  
 
The task force agreed that staff from the two boards would work together to draft language for 
each board to consider as a possible joint legislative proposal for 2004.   Draft language was 
developed and the Medical Board task force members provided comments on the draft.  The 
language was reworked to address their comments (draft 2).   As you will note, the proposal 
would require a special clinic licensure for these group practices, which would have a fiscal 
impact to the board. 
 
Requested Action:  The Enforcement Committee needs to decide what action if any 
to recommend to the board.  Are there other amendments that the committee would 
like to add?  Does the committee want to recommend that the board support the 
proposal as its position regarding dispensing by medical groups?    
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State of California                                                                                                  Department of Consumer 
Affairs 
 

Memorandum 
 
 
To:  Enforcement Committee                                      Date:  September 4, 2003 
    
  
 
 
From: Patty Harris 
 Executive Officer 
 Board of Pharmacy  
  
Subject: Medication Shortages and Limited Distribution Practices of 

Manufacturers and the Impact on Public Health 
 
 
Board member Stan Goldenberg requested that this topic be discussed at an Enforcement 
Committee meeting.  His request was based on a Citation and Fine Committee’s review 
of a consumer complaint regarding the inability of a pharmacy to fill the patient’s 
prescription because the pharmacy didn’t have the medication due to a manufacturer’s 
shortage.   
 
A patient had filed a complaint with the board against a pharmacy for not providing her 
with all the Enbrel that she was prescribed.  The pharmacist only dispensed 4 kits instead 
of the 8.  The pharmacist informed the patient that he was unable to fill her entire 
prescription due to a shortage of the medication.  The patient was upset because she 
specifically had registered with the drug manufacturer to avoid such situations.  The 
manufacturer assured her that they were sending the pharmacy her entire order.  The 
patient felt that the pharmacy was giving her medication to other patients.  
 
In this specific case, the complaint was closed with no further action. 
 
It appears that the National Association of Boards of Pharmacy (NABP) has appointed a 
task force to address this issue and will be meeting in November. 
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State of California                                                                                                  Department of Consumer 
Affairs 
 

Memorandum 
 
 
To:  Enforcement Committee                                      Date:  September 4, 2003 
    
  
 
 
From: Patty Harris 
 Executive Officer 
 Board of Pharmacy  
  
Subject: Implementation of Enforcement Provisions from SB 361 (Pending) 
 
 
SB 361 (Figueroa) is the legislative vehicle for the Board of Pharmacy sunset extension 
and contains statutory recommendations approved by the Joint Legislative Sunset Review 
Committee.  Anticipating that the Governor will sign the legislation, the following 
compliance provisions will be added to California Pharmacy Law effective January 1, 
2004. 
 

• Section 4083 – Order of Correction 
Would allow an inspector to issue an order of correction to a licensee directing 
the licensee to comply with Pharmacy Law within 30 days by submitting a 
corrective action plan to the inspector, or the licensee can contest the order of 
correction to the executive officer for an office conference.  If an office 
conference is not requested, compliance with the order does not constitute an 
admission of the violation noted in the order of correction and the order of 
correction is not considered a public record for purposes of disclosure.  The 
licensee must maintain on the pharmacy premises a copy of the order of 
correction and corrective action plan for at least three years from the date the 
order was issued. 

 
• Add Section 4315 – Letter of Admonishment 

Would authorize the executive officer to issue a letter of admonishment to a 
licensee for failure to comply with Pharmacy law and directing the licensee to 
come into compliance within 30 days by submitting a corrective action plan to the 
executive officer documenting compliance, or the licensee can contest the letter of 
admonishment to the executive office for an office conference. If an office 
conference is not requested, compliance with the letter of admonishment does not 
constitute an admission of the violation noted in the letter of admonishment. The 
licensee must maintain on the pharmacy premises a copy of the letter of 
admonishment and corrective action plan for at least three years from the date the 



letter was issued.  The letter of admonishment would be considered a public 
record for purposes of disclosure. 

 
• Add Section 4314 – Issuance of Citations 

Would allow the board to issue an order of abatement that would require a person 
or entity to whom a citation has been issued to demonstrate how future 
compliance with the Pharmacy Law will be accomplished and provides that such 
demonstration may include, but not be limited to, submission of a corrective 
action plan, as well as requiring the completion of up to six hours of continuing 
education courses in subject matter specified in the order of abatement.  
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State of California Department of Consumer Affairs
 

Memorandum 
 
To: Enforcement Committee  Date: September 4, 2003 
    
    
From: Paul Riches   
 Chief of Legislation and Regulation   
    
Subject: Summary of Senate Bill 151   

 
 
Senate Bill 151 (Burton) repeals the triplicate prescription requirement for Schedule II 
controlled substance prescriptions and substantially revises California law regarding the 
prescribing of controlled substances generally.  This memo will outline the changes 
contained in this legislation.  Generally, this bill repeals the triplicate and replaces it 
with a tamper resistant prescription form that may be obtained from approved printers.  
This new form will be required for all controlled substance prescriptions after a phase-
in period.  The bill also will require pharmacies to report Schedule III controlled 
substance prescriptions to the CURES system. 
 
Because of the expansive nature of the changes required by SB 151, the new 
requirements are phased in over a 12 month period.  Below is a calendar outlining when 
the most significant elements of the bill become effective.   
 
January 1, 2004 – 
 
� The Board of Pharmacy (board) and the Department of Justice (Department) 

may approve security printers to produce the new controlled substance 
prescription forms. 

 
� Permit mail order pharmacies to apply the prescription requirements of the state 

in which the patient resides when filling prescriptions. 
 
� Controlled substance prescriptions (Schedules II-V) are valid for six-months. 

 
� Requires all pharmacies to report Schedule II controlled substance prescriptions 

to the Department in a time and manner of the Department’s choosing. 
 

� Requires that Schedule III-IV controlled substance prescriptions be signed and 
dated by the prescriber. 

 
� Controlled substance prescription forms may be acquired from approved 

security printers. 
 



� Requires controlled substance prescription forms to have the following features: 
 

(1) Latent "void" protection so that if a prescription is scanned or 
photocopied, the word "void" shall appear in a pattern across the entire 
front of the prescription.  
(2) Watermark with the text "California Security Prescription" printed on 
the back of the prescription. 
(3) Chemical void protection that prevents alteration by chemical washing.  
(4) Feature printed in thermo-chromic ink (the ink changes color when 
exposed to heat). 
(5) Feature using micro-printing (the text becomes a line if the 
prescription is copied or scanned).  
(6) Description of the security features included on each prescription form.  
(7) Quantity check off boxes printed on the form in the following 
quantities: 1-24, 25-49, 50-74, 75-100, 101-150, 151 and over.  
(8) Either of the following statements: 

(a)  "Prescription is void if more than one controlled substance 
prescription is written per blank" or   
(b)  Contain a space for the prescriber to specify the number of 
drugs prescribed on the prescription and a statement printed on the 
bottom of the prescription blank that the "Prescription is void if the 
number of drugs prescribed is not noted."  

(9) The preprinted name, category of licensure, license number, and 
federal controlled substance registration number of the prescribing 
practitioner.  
(10) A check box indicating the prescriber's order not to substitute.  
(11) Each batch of controlled substance prescription forms shall have the 
lot number printed on the form and each form within that batch shall be 
numbered sequentially beginning with the numeral one.  

  
July 1, 2004 – 
 
� The Department may no longer produce or distribute triplicate prescription 

forms. 
 
� Triplicate prescription forms may be used to prescribe Schedule II controlled 

substances. 
 
� Prescribers may use the new controlled substance prescription forms for 

Schedule II controlled substance prescriptions. 
 
� Oral and electronic orders for Schedule II controlled substance prescriptions for  

patients in skilled nursing facilities, intermediate care facilities, home health 
care programs, and hospice programs are permitted.  Such orders must be 
reduced to hard copy form and signed by the pharmacist on a form of the 
pharmacy’s design. 



 
� Requires prescribers dispensing Schedule II controlled substances to report 

those prescriptions to the CURES system. 
 
January 1, 2005 –  
 
� Triplicate prescription forms are no longer valid. 

 
� All written controlled substance prescriptions (oral and fax orders for Schedules 

III-V are still permitted) shall be on controlled substance prescription forms. 
 
� Pharmacies must report Schedule III controlled substance prescription 

information to the CURES system. 
 

� Prescribers dispensing Schedule III controlled substances must report those 
prescriptions to the CURES system. 

 
 
The Licensing Committee is reviewing a draft process for approving security printers at its 
September 10, 2003 meeting. 

 
 
 
 
 
 
 
 



 
 

Agenda Item 
H 



State of California                                                                                                  Department of Consumer 
Affairs 
 

Memorandum 
 
 
To:  Enforcement Committee                                    Date:   September 8, 2003  
   
  
 
 
From: Patty Harris 
 Executive Officer 
 Board of Pharmacy  
  
Subject: Prescription Requirements for Dispensing Non-Dangerous 

Drugs/Devices for Medi-Cal Reimbursement 
 
 

  At its last meeting, the Enforcement Committee discussed a complaint received from a 
pharmacist via the California Pharmacists Association regarding the dispensing of 
medical supplies.  During the inspection of this pharmacist’s pharmacy in 1992, the 
inspector advised the pharmacist that since medical supplies require a prescription (for 
purposes of reimbursement), then the pharmacy is subject to the requirements of Business 
and Professions Code sections 4040, 4051 and 4076.  These sections specify the 
requirements of a prescription, that only a pharmacist can dispense prescription items and 
prescription labeling requirements. 
 
Currently legislation is pending, SB 857 (Speier) that would add section 14170.10 to the 
Welfare and Institutions Code that clarifies the prescription requirement for non-
prescription items in order for providers to be reimbursed by Medi-Cal.  In addition, 
CCR, title 22, sec. 51320, authorizes the coverage of medical supplies when prescribed 
by a licensed practitioner.  These two provisions are consistent with the inspector’s 
direction provided to the pharmacist in 1992. 
 
Representatives from Medi-Cal have been invited to attend the Enforcement Committee 
meeting to discuss the prescription requirements for Medi-Cal reimbursement. 
 
 
 
 

 



-----Original Message----- 
From: Lucy Michael  [mailto:lmichael@wecarepharmacy.com]  
Sent: Thursday, June 19, 2003  12:42 PM 
To: Bill Bradley 
Subject:  legislative 
 
 
Hello Bill, 
  
I am dealing with an interesting situation with the Board of Pharmacy.  We, at We Care 
Pharmacy, dispense large volumes of medical supplies including incontinence supplies, 
ostomy, entral feeding and nutritional supplements.   Because Medi-Cal requires that 
these supplies be prescribed by a physician, the Board of Pharmacy has recently required 
us to label diapers and the like with a prescription label citing BPC 4076.  It has also 
required that a pharmacist dispense these items citing BPC 4051.  The hang up:  as long 
as the orders written on a piece of paper that says “Prescription”, then it must be treated 
like legend items. 
 
We Care Pharmacy has been inexistence for close to 20 years and has been audited 
several times in the past.  Only in the last audit (2002) that this requirement was made. 
 
Other DME business can dispense the same products, written on a prescription, without 
labeling them and without having to have a pharmacist dispense them.   They can even 
dispense legend devices without having to comply with these requirements.  Not only 
that, but I understand now that the Board of Pharmacy no longer oversees DME 
businesses. 
 
You can imagine the burden this has created and the competitive disadvantage this puts 
us in.  Not to mention the waste of time, training, and skill of a full time pharmacist doing 
nothing but dispensing and labeling diapers, protective underwear, protective sheeting, 
etc.  I spent a fair amount of time studying   the pharmacy law to see where the law 
stands on that.  My review of pharmacy revealed the following findings: 

 
 The Pharmacy law deals with the practice of pharmacy as it relates to legend items, 
that is, dangerous drugs and devices or drugs and devices requiring a prescription 
issued by a licensed practitioner authorized by the law to issue such a prescription. 
Article 2 of the Business and Professions Code contains definitions governing the 
construction of the chapter and the use of terminology in the chapter (PBC article 2 
section 4015). 
BPC article 2 section  4022 clearly  defines dangerous drugs and dangerous devices 
– the items for which the Board  of pharmacy may have jurisdictions – as bearing the 
legend “Caution:  federal law restricts this device to  sale by or on the order of a 
……….” , “Rx only” or similar words. 
 Diapers,  protective underwear, pads, incontinent supplies, ostomy supplies, 
nutritional  supplements, first aid, wound care products, and other home health care  
supplies   DO NOT bear such  warning. 



Diapers, protective underwear, pads, incontinent supplies, ostomy  supplies, 
nutritional supplements, first aid, wound care products, and other  home health care 
supplies    ARE NEITHER DRUGS NOR DEVICES. 
The requirement of a prescription to dispense Diapers, protective  underwear, pads, 
incontinent supplies, ostomy supplies, nutritional  supplements, first aid, wound care 
products, and other home health care  supplies is imposed by insurance and 
government payers for payment  purposes.    The above  items can be purchased from 
a grocery store or a drug store without a  physicians order or a prescription.   
However, in order for the insurance to pay for it, a physician must  authorize it. 
Prescription is a “word of art” unique to the medical field to  indicate a ‘doctor’s 
order’.   Physicians write ‘prescriptions’ for diet, exercise, rest, vacations,  physical 
therapy, and other things that the pharmacist may have nothing to do  with.  
Prescription is simply a  “word of art” for the practice of medicine.  
Based  on the above, BPC section 4076 referenced by the inspector as the authority to  
order labeling of diapers, protective underwear, pads, incontinent supplies,  ostomy 
supplies, nutritional supplements, first aid, wound care products, and  other home 
health care supplies   DOES NOT APPLY. 
BPC Article 1 section  4007explicitly states that the law does not authorize the  
board to “… adopt any rule or regulation that would require that a  pharmacist 
personally perform any function for which the education,  experience, training, and 
specialized knowledge of a pharmacist are not  reasonably required.”   It does 
authorize the Board to  pass rules if there are consumer safety issues.  Obviously, if 
there are consumer  safety issues with diapers and protective underwear, the Board 
would have  passed some rules to deal with it.    
Therefore, BPC 4051 referenced by the inspector  as grounds for requiring a 
pharmacist to dispense diapers, protective  underwear, pads, incontinent supplies, 
ostomy supplies, nutritional  supplements, first aid, wound care products, and other 
home health care  supplies is in direct conflict with PBC article 1 section 4007.  Not 
only that the sale of diapers,  protective underwear, pads, incontinent supplies, 
ostomy supplies, nutritional  supplements, first aid, wound care products, and other 
home health care  supplies is not governed  by  pharmacy law, but the board may not 
place unreasonable demands on pharmacists  and business according PBC article 1 
section  4007. 

 
To have these items dispensed by a  pharmacist and labeled with a prescription label is 
cost-prohibitive and would  put us at a great competitive disadvantage, considering that 
Medical Device  Retailers, who do not fall under the jurisdiction of the Board of 
Pharmacy, may  operate a similar business without incurring the cost of hiring a full-time  
pharmacist to dispense and label diapers, canes, protective underwear, and the  like.   I 
trust that the intent  of the Pharmacy Law is more reasonable than that, and would 
appreciate your  insight and suggestions. 
 
We have secured legal assistance to  represent us in this matter.   I am, however, 
interested in CPhA’s  position on this.  I am also  interested in knowing if CPhA has 
access to old Board minutes.  Specifically, I am interested in Board  minutes from 2000, 
the year the law changed and the Board of Pharmacy gave up  licensing DME businesses. 



 
Also, I would like to ask of CPhA  can explore the issue with the Board of Pharmacy in 
the upcoming Board  meeting. 
 
I welcome interested in any insight  of helpful thoughts you may offer. 
 
 Regard, 
 
Lucy Michael,  PharmD, MS 
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number of licensees of these boards, placed on probation during
the immediately preceding calendar year, who are:

(1) Not receiving Medi-Cal reimbursement for certain surgical
services or invasive procedures, including dental surgeries or
invasive procedures, as a result of subdivision (a).

(2) Continuing to receive Medi-Cal reimbursement for certain
surgical or invasive procedures, including dental surgeries or
invasive procedures, as a result of a determination of compelling
circumstances made in accordance with subdivision (a).

(c) This section shall become inoperative on July 1, 2005, and,
as of January 1, 2006, is repealed, unless a later enacted statute that
is enacted before January 1, 2006, deletes or extends the dates on
which it becomes inoperative and is repealed.

SEC. 16. Section 14170.10 is added to the Welfare and
Institutions Code, to read:

14170.10. (a) No provider shall submit a claim to the
department or its fiscal intermediaries for the dispensing or
furnishing of a controlled drug, a dangerous drug, or a dangerous
device, or a drug or device requiring a written order or prescription
for the drug or device to be covered under the Medi-Cal program
or for the performance of a clinical laboratory test or examination,
unless the provider’s records contain an order authorized by
Section 4019 of the Business and Professions Code, or a
prescription, including an electronic transmission prescription,
signed by the person lawfully authorized by his or her practice act
to prescribe or order the dispensing or furnishing of that drug or
device to, or for the performance of a clinical laboratory test or
examination that meets the federal CLIA standard for test
requisition as set forth in Section 493.1241 of Title 42 of the Code
of Federal Regulations upon, a Medi-Cal beneficiary, except the
following:

(1) Providers who are physicians, clinics, hospitals, or other
nonpharmacists and who are legally authorized to dispense or
furnish drugs or devices directly to their patients, may in lieu of the
requirements of this subdivision include a notation in their
patients’ medical charts reflecting they have dispensed or
furnished the drug or device directly to the patient as authorized
by the Business and Professions Code.

(2) Anatomical pathology examinations may be ordered by
physicians by notation within the patients medical record during
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inpatient or outpatient surgery provided that these examinations
comply with federal CLIA requirements. Any claims made
contrary to this section shall be subject to recovery as
overpayments.

(3) If obtaining a biological specimen is required in order that
a test or examination occurs on a periodic basis within an
established provider-patient relationship or the furnishing or
dispensing of drugs or devices occurs on a periodic basis within
an established provider-patient relationship, the provider shall
only be required to retain the order or requisition upon obtaining
the biological specimen necessary for the initial test or
examination or initial furnishing or dispensing of the drug or
device, so long as an appropriate record of each test or
examination, or furnishing or dispensing, is entered in the
patient’s chart.

(b) For purposes of this section:
(1) ‘‘Signed’’ shall include a signature that meets the

conditions of the Electronic Signature in Global and National
Commerce Act (15 U.S.C. Sec. 7001).

(2) ‘‘Controlled substance’’ shall mean any substance listed in
Chapter 2 (commencing with Section 11053) of Division 10 of the
Health and Safety Code.

(3) ‘‘Dangerous drug’’ or ‘‘dangerous device’’ has the same
meaning as in Section 4022 of the Business and Professions Code.

(4) ‘‘Drug or device’’ means:
(A) ‘‘Drug,’’ as defined in Section 4025 of the Business and

Professions Code.
(B) ‘‘Device,’’ as defined in Section 4023 of the Business and

Professions Code.
(C) Pharmaceuticals, medical equipment, medical supplies,

orthotics and prosthetics appliances, and other product-like
supplies or equipment.

(5) ‘‘Prescription’’ has the same meaning as in Section 4040 of
the Business and Professions Code.

(6) ‘‘Electronic transmission prescription’’ includes both
image and data prescriptions.

(7) ‘‘Electronic image transmission prescription’’ means any
prescription order for which a facsimile of the order is received by
a pharmacy or other appropriate provider from a licensed
prescriber and that is reduced to writing and processed by the
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pharmacy or other appropriate provider in accordance with
applicable provisions of the Business and Professions Code,
including Section 4070.

(8) ‘‘Electronic data transmission prescription’’ means any
prescription order, other than an electronic image transmission
prescription, that is electronically transmitted from a licensed
prescriber to a pharmacy or other appropriate provider and which
is reduced to writing and processed by the pharmacy or other
appropriate provider in accordance with applicable provisions of
the Business and Professions Code, including Section 4070. The
use of commonly used abbreviations shall not invalidate an
otherwise valid prescription.

(9) ‘‘Clinical laboratory test or examination’’ means the
detection, identification, measurement, evaluation, correlation,
monitoring, and reporting of any particular analyte, entity, or
substance within a biological specimen for the purpose of
obtaining scientific data that may be used as an aid to ascertain the
presence, progress, and source of a disease or physiological
condition in a human being, or used as an aid in the prevention,
prognosis, monitoring, or treatment of a physiological or
pathological condition in a human being, or for the performance
of nondiagnostic tests for assessing the health of an individual.

(c) Notwithstanding any other provision of law, the director
may, without taking regulatory action pursuant to Chapter 3.5
(commencing with Section 11340) of Part 1 of Division 3 of Title
2 of the Government Code, implement, interpret, or make specific
this section by means of a provider bulletin or similar instruction.
The department shall notify and consult with interested parties and
appropriate stakeholders in implementing, interpreting, or making
specific the provisions of this section, including all of the
following:

(1) Notifying provider representatives of the proposed action
or change. The notice shall occur at least 10 business days prior to
the meeting provided for in paragraph (2).

(2) Scheduling at least one meeting with interested parties and
appropriate stakeholders to discuss the action or change.

(3) Allowing for written input regarding the action or change.
(4) Providing at least 30 days’ advance notice on the effective

date of the action or change.



California Code of Regulations 
Title 22 

  
 
 §51320. Medical Supplies.   
  
(a) Medical supplies are covered when prescribed by a licensed practitioner within the scope of 
his practice as defined by California laws, subject to the requirements in Section 59998.   
(b) Common household items and articles of clothing are not covered.   
(c) Medical supplies for chronic outpatient hemodialysis provided in renal dialysis centers and 
community hemodialysis units or for home dialysis are covered, but are payable only when 
included in the all inclusive facility rate set forth in Section 51509.2.   
 
 NOTE   
 
 Authority cited: Sections 14105 and 14124.5, Welfare and Institutions Code. Reference: 
Sections 14105, 14124.5, 14132, and 14133, Welfare and Institutions Code.   
  
HISTORY   
 
 1. Amendment of subsection (a) filed 5-14-76 as an emergency; effective upon filing (Register 
76, No. 20). For prior history, see Register 73, No. 5.   
2. Certificate of Compliance filed 9-8-76 (Register 76, No. 37).   
3. Amendment filed 4-24-81; designated effective 7-1-81 (Register 81, No. 17).   
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